Diagram 1. Would proposed 21 mtpm 121 to protect against intentional adulteration

Are you the owner, operator, or agent of a domestic or

foreign facility required to register with FDA?

No | pProposed part 121
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Do any of the following apply to you:

* |syour facility engaged in the holding of food other
than holding of food in liquid storage tanks?

* |syour facility engaged in the packing, re-packing,
labeling, or re-labeling of food where the container
that directly contacts the food remains intact?

* |syour facility engaged in activities that are subject

does not apply to you

L i

No

Yes

Proposed part 121
does not apply to
these activities in
your facility. Does
your facility engage
in any other food
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* Does your facility produce alcoholic beverages*?
* |syour facility engaged in the manufacturing,
processing, packing, or holding of food for animals?

manufacturing,
processing, packing,
or holding activities?
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Is your facility a “qualified facility,” i.e.:

that sold to all other purchasers; and

period is less than $500,0007?

b. Average annual value of all food sold during that

1. A "very small business,” i.e., a business with less
than $10,000,000 in total annual sales of food; OR
2. A facility that meets these two requirements:
a. Average annual monetary value of food sold directly
to qualified end-users during preceding 3 y exceeds
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required to provide for
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to Proposed part 121.
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Are you a “small business," i.e., a
business employing fewer than

*SEE proposed 121.5(e) for specific conditions

500 persons? T

request, documentation
that you relied on to
demonstrate that you are
a gualified facility. You
would have 3 y to comply.

You would have 2 y
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Assess whether your Perform a vulnerability
facility has one or more assessment using
A. Written Food Defense i

Plan that includes:

1. Actionable Process Steps

2. Focused Mitigation
Strategies

3. Monitoring

4, Corrective Actions

5. Verification

B. Training of supervisors
and personnel working at
actionable process steps

C. Records to be prepared
and kept

of these FDA-identified

key activity types™®:

1.Bulk liquid receiving
and loading

2. Liquid storage and
handling

3.Secondary ingredient
handling

4. Mixing and similar
activities

Identify actionable
process steps for each
applicable key activity

appropriate methods

and qualified
individual(s)

Identify and prioritize
points in food operation
that are vulnerable to
intentional adulteration

Identify actionable
process steps for
significant vulnerabilities

5. Verification

Verify that monitoring is

conducted

Verify that appropriate
decisions about corrective
actions are made

Verify that focused mitigation
strategies are consistently
implemented and are effective

Conduct reanalysis of the food

defense plan, as appropriate

2. Focused Mitigation Strategies
Identify and implement focused mitigation
strategies at actionable process steps

3. Monitoring
Establish and implement procedures for
‘monitoring focused mitigation strategies

W

4. Corrective Actions
Establish and implement procedures for
corrective actions if focused mitigation

strategies are not properly implemented

*FDA idertified these key activity types using findings of vulnerability assessments of over 50 food products and processes. These
activity typescommonky rank high in vulnerability based on various factors, inciuding the ability to physically accessthe food or proces
and the potentid to adulterate a s ufficient quantity of product in order to cause massive public heaith harm.




